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December  3, 1999

FDA Regulation
Document  Management  Branch
(FHA-305)
Food and Drug Administration
5630 Fishers  Lane
Room 1061
Rockville, Maryland 20852

RE: DOCKET  NWHBER  97N-484s

To Whom It May Concern:

It has been brought to my attention that you are considering
regulation of bone bank tissue. As an adult spine specialist
involved in major reconstruction of spinal  disorders, I would be
100% opposed to this. Orthopedic spine reconstructive
surgeons have used bank bone for reconstructions for years.
This is a part of the necessary armamentarium that is available
to us to provide quality results with our patients.

Please be advised that it is my medical opinion that regulation
of bone and bank bone tissue is neither warranted, welcomed
or medically necessary.

Christopher R. Edwards, M. D.
Adult Spine Specialist
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